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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Yamaguchi (5,433,740). 

As to claim 1-4, Yamaguchi discloses a method of operating a system for heating 
the body of a patient comprising: 

measuring a temperature that is within an allowable range of operation for the 

system; 

determining whether to continue operation of the system based on a parameter 

related to the measured temperature; wherein the parameter comprises the 
measured temperature; wherein the parameter comprises a temperature 

difference between the measured temperature and another measured 
temperature; and wherein the parameter comprises a rate of change of temperature 
(col. 1, line 55-col. 2, line 39 and col. 8, line 50-col. 11, line 19). 

As to claim 5-8 and 21-22, Yamaguchi discloses a device for heating the body of 
a patient comprising: 

a heat source (heater 41) for providing heat for the hyperthermia treatment'; 
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a temperature sensor (A-D) for measuring temperature from the providing of 
heat; a processor that determines whether to continue the hyperthermia treatment 

based on a parameter related to a measured temperature that is within an 
allowable range of operation for the device; wherein the parameter comprises the 
measured temperature, a temperature difference between the measured temperature 
and another measured temperature or the rate of change of the temperature (col. 3, line 
45-col. 5, line 58, col. 8, line 50-col. line 37). 

Further to claims 21-22, the recitation is directed only to the intended use of the device 
rather than to its structural elements and is not, therefore, given any patentable weight. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-8 and 17-22 rejected under 35 U.S.C. 102(e) as being anticipated by 
Ellingboe (6,818,012). 

As to claim 1-4, Ellingboe discloses a method of operating a system for heating 
the body of a patient comprising: 

measuring a temperature that is within an allowable range of operation for the 

system; 

determining whether to continue operation of the system based on a parameter 
related to the measured temperature; wherein the parameter comprises the 
measured temperature; wherein the parameter comprises a temperature 
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difference between the measured temperature and another measured 
temperature; and wherein the parameter comprises a rate of change of temperature 
(col. 2, line 19-col. 4, line 40 and col. 5, line 4-col. 10, line 65). 

As to claim 5-8 and 21-22, Ellingboe discloses a device for heating the body of a 
patient comprising: 

a heat source (heater 62) for providing heat for the hyperthermia treatment'; 

a temperature sensor (70 and 72) for measuring temperature from the providing 
of heat; a processor (PID controller) that determines whether to continue the 
hyperthermia treatment based on a parameter related to a measured temperature that 
is within an allowable range of operation for the device; wherein the parameter 
comprises the measured temperature, a temperature difference between the measured 
temperature and another measured temperature or the rate of change of the 
temperature (col. 5, line 5-col. 8, line 60 and col. 13, lines 44-col. 14, line 67). 
Further to claims 21-22, the recitation is directed only to the intended use of the device 
rather than to its structural elements and is not, therefore, given any patentable weight. 

As to claims 17- 20, Ellingboe discloses a system and a method of operating the 
treatment system comprising: 

determining when the system has provided a desired temperature (measures the actual 
temperature of the input liquid to the pad and the external temperature of the patient); 
evaluating a duration of the treatment (a criteria pertaining to a thermal dose); and 
terminating the treatment when the time or temperature are not delivered at the 
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predetermined set-point values (Figure 4 condition 370 and col. 9, line 59-col. 6, line 
65). 

Further to claims 19 and 20, Ellingboe discloses a method and device or system as 
detailed above and also monitoring the temperature of the circulating fluid (Figure 4, 
step 400) and sending a user alert when the fluid temperature is not maintained (step 
420) and col. 9, line 59-col. 6, line 65). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 9-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Ellingboe. Ellingboe discloses a method of operating a treatment system comprising: 

performing a plurality of tests to determine whether the hyperthermia treatment 

system is operating properly (Figure 4); and 

terminating operation of the hyperthermia treatment system in response to failure 
of any test of a predefined set of the tests (steps 300-390). But, Ellingboe fails to 
disclose preventing further operation of the hyperthermia treatment system until the 
hyperthermia treatment system is reset for further operation at a specified facility such 
as the manufacturer of the system equipment. However, the examiner maintains that 
one of ordinary skill in the art would know the typical quality assurance procedure 
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established in the medical industry for the preliminary testing of all incoming equipment 
including performing the specified tests to the satisfaction of the QA engineers and if 
failures occur, returning the equipment to the manufacturer to correct or reset the 
parameters to insure proper operation of the equipment. These tests to verify proper 
operation would be performed either inside or outside of a housing or both as required 
and local resets attempted as directed (including providing a special code to the 
system) by the established QA procedure provided by the manufacturer. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Marchosky et al. (4,719,919) disclose an implantable 
hyperthermia device and system with computer control of the treatment temperature. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy D. Gibson whose telephone number is 571-272- 
4767. The examiner can normally be reached on M-F, 7:30 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). ^) A /- / 
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